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Who is AdvaMed? 

Mission  
AdvaMed advocates on a global basis for the 

highest ethical standards, timely patient access 

to safe and effective products, and economic 

policies that reward value creation. 

2 



What are Medical Devices? 
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Unique Characteristics of Medical Devices and 
Diagnostics 

 
• Vast majority of companies are smaller – often 

the incubators for most cutting – edge 
innovations  

• 18 month average life-cycle of Medical Devices 

• Incremental improvements made over time 

• Replace or augment a bodily function; typically 
local effects 

• Diverse family of products.  Any single generation 
may be distributed to small or niche patient 
population. 

• Technical and technique specific training 
required for safe and effective use 

 

 

What are Medical Devices? 
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Medical Device Industry’s  

Unique Business Ethics Needs 

• Close and ongoing collaboration with 
health care professionals are:  
• Essential to medical product innovation and 

development 

• Critical to training for safe and effective use of 
medical devices  

 

• Ethical arrangements are needed to: 
• Ensure products selected are in best interest of 

patients 

• Protect public trust in health care delivery 

• Promote Innovation 
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Current state 

 

• “It is difficult to know the right thing to do.” 

 

• Why? 

• Different jurisdictions 

• Different legal systems 

• Different healthcare systems 

• Different cultures 

• Different accepted business practices 
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AdvaMed Code as a Tool to Promote  

Ethical Business Practices 
• Encourages voluntary, ethical interactions between Medical 

Device Manufacturers & Health Care Professionals 

• Distinguishes between interactions that:  

• Advance Medical Technology 

• Have Potential to Influence Medical Decision- Making 
Inappropriately 

Code Addresses:  
• Arrangements w/ Consultants; Royalties 

• Member-Sponsored Product Training & 

Education  

• Supporting Third Party Educational 

Conferences 

• Sales & Promotional Meetings 

• Demonstration Units; Evaluation Products 

• Provision of Reimbursement & Other 

Economic Information  

• No Entertainment; Recreation; Gifts 

• Grants & Charitable Donations 

 



Challenges to Self Regulatory Approach to Business 

Ethics 

 

• Device Development & Collaborations are Global 

• Rapid Global Dispersion of Breakthrough Medical 

Technologies 

• “Glocalization:” small local companies have early 

foreign sales in unfamiliar legal jurisdictions 

 

• But … fragmented patchwork of Ethical 

Codes (where they exist) Causes Uncertainty 

& Unpredictability  

A Self Regulatory Approach to  

Ethical Interactions 
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Ethical Business is a Global Commitment 

Global Statement on Ethical Interactions 
May 2010  

Core Principles:  

• Appropriateness 

• Transparency 

• Legitimacy 

• Independence 
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Kuala Lumpur Principles 

(May 21, 2011) 

Global Code Harmonization 

• Public Private 

Partnership 

• Industry Specific 

• Region Wide Adoption 

• Voluntary; Self 

Regulatory 
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Americas Wide Opportunity 

Provide greater clarity and consistency among 
business codes of ethics across the Americas 

 

 

 

Develop harmonized business code of ethics 
principles for the medical device sector 
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Code Harmonization in Latin America 

Substantial Progress through Americas 
Competitiveness Forum: Senior-level support from 
U.S., Panama, Chile, Colombia, Paraguay, Peru, 

and Mexico  
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2013 

AdvaMed-

ALDIMED 

MOU 
Emphasizes 

Device Industry 

Cooperation 

on Ethics 

Across the 

Americas 



• Siemens has launched a global 

US$100 million Siemens Integrity 

Initiative which will support 

organizations and projects that fight 

corruption and fraud through: 

• Collective Action -   

• Raise compliance standards 

and create awareness by 

creating alliances between the 

public and the private sector 

• Education & Training –  

• Build capacity, foster a culture 

of integrity and promote 

knowledge sharing between 

institutions and stakeholders 

• Eligibility - Application for funds from 

the Siemens Integrity Initiative is open 

to non-profit organizations. 

Siemens Integrity Initiative 
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Siemens Integrity Initiative 
• A Joint Proposal 

• Unique partnership among national governments and 
industry trade associations across the Americas to 
achieve harmonized codes of ethics for the medical 
device sector to foster innovation and patient access. 

• Key Objectives: 

1) Establish harmonized, high-standard codes of ethics 
among the western hemisphere’s large and small 
medical device sector associations and member 
companies; 

2) Support long-term viability of these codes by expanding 
the number of ethics compliance trainers and by 
providing the necessary educational resources to 
establish low-cost compliance programs; 

3) Promote local collaborations on ethics awareness and 
the importance of enforcement between industry and 
key sector stakeholders, such as regulators, physicians, 
and hospitals; and 

4) Build a lasting, multi-regional network of ethics 
compliance practitioners between APEC and ACF 
economies. 
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Siemens Integrity Initiative –  

A Joint Proposal 

• Key Activities- workshops and public-
private programs and meetings to:  
1) First establish an Americas-made source of 

industry ethical principles; 

2) Establish industry-specific codes aligned 
with the principles; 

3) Achieve local government and stakeholder 
support; and 

4) Train compliance and government officials 
on the codes and compliance. 
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Siemens Integrity Initiative – A Joint Proposal 

KEY MILESTONES 

2013 Develop ACF Principles for Voluntary Codes of Business Ethics in the Medical Device Sector 
 

Oct. 
2013 

ACF Principles endorsed by ACF Leaders and Trade Ministers along with a recommendation 
that (A) sector associations and companies to develop aligned codes of ethics and (B) key 
stakeholders engage with the sector in collaborations to promote ethical business practices. 

Spring 
2014 

The ACF region’s medical device sector associations and companies have begun drafting or 
aligning codes of ethics with the ACF Principles. 

June 
2015 

The majority of associations and companies complete their codes through an intensive 
monitoring and support process. 

Summer 
2015 

Completion of a Train-the-Trainer Workshop in Brazil that provides educational resources to 
industry associations and companies (with aligned codes of ethics) so they may implement 
local trainings and establish low-cost, sustainable compliance programs.  

Fall 
2015 

Non-industry stakeholders in the ACF region’s medical device sector - including government 
regulators, physicians, and hospitals – are brought into the project through an awareness 
building workshop; local action plans are developed to collaborate with industry and foster 
ethical ecosystems. 

Fall 
2016 

Completion of an ACF and APEC advanced training session to (1) build a multi- regional 
network of ethics compliance trainers, (2) address training challenges and solutions, and (3) 
establish an online resource center to foster the exchange of information and 
communication between ACF and APEC compliance trainers. 
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Therefore,   

Ethics = Good business. 

 

 (E=gb)² 
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Questions? 
 

LeAnn Clark 
Program Manager 

International Trade Administration 

Department of Commerce 

 
Fernanda Machado 

Associate Vice President, Global Strategy & Analysis  

AdvaMed 

 

Christopher White 

Senior Executive Vice President, General Counsel 

AdvaMed 
 

 
 


